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DETAILED ACTION 



Status of claims 

The amendment filed on March 1 1, 2010 is acknowledged. Claims 14-17 have been 
withdrawn. Claims 1-13 are under examination in the instant office action. 

Applicants' arguments and the declaration under 37 CFR 1.132, filed on March 1 1, 2010, 
have been fully considered but they are not deemed to be persuasive. Rejections and/or 
objections not reiterated from previous office actions are hereby withdrawn. The following 
rejections and/or objections are either reiterated or newly applied. They constitute the complete 
set presently being applied to the instant application. Responses are limited to Applicants' 
arguments relevant to either reiterated or newly applied rejections. 



Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(e) the invention was described in (1) an apphcation for patent, published under section 122(b), by another filed 
in the United States before the invention by the applicant for patent or (2) a patent granted on an application for 
patent by another filed in the United States before the invention by the applicant for patent, except that an 
international application filed under the treaty defined in section 351(a) shall have the effects for purposes of this 
subsection of an application filed in the United States only if the international application designated the United 
States and was published under Article 21(2) of such treaty in the English language. 

Claims 1-13 are rejected under 35 U.S.C. 102(e) as being anticipated by WO 



2004/105751 (filing date: 5/28/2003, hereafter Barone etal). 
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Barone et al. teaches a method of treating hypertension in a mammal, comprising 
administering an effective amount of PDE4 inhibitor such as rolipram (claims 1,5, and 7-8). It 
further teaches the use of PDE4 inhibitor includes veterinary use as well as human use (plO, 
lines 9-13 and p4, lines 22-24). The subject undergoing the method of the reference implicitly 
encompasses patients suffering from all types of hypertension including salt-sensitive 
hypertension. Furthermore, the patient population of the instant invention substantially overlaps 
with that of the reference as evidenced by Weinberger et al. (Hypertension, 8 (Suppl II): 11-127- 
11-134, 1986), which teaches that more than 51% of patients with hypertension are classified as 
salt-sensitive, 16% as salt resistant, and the remaining as having an intermediate response 
(abstract and pII-129, table 1). Thus the teaching of treating hypertension with rolipram reads on 
the instant claims. 

The PDE inhibitor used in the method of the reference is the same compound as the 
instant application (rolipram), thus it meets limitations recited in claims 2-10. Furthermore, 
Applicant states that claims 1-13 reads on the elected species, rolipram, thus rolipram as PDE4 
inhibitor must have the properties recited in claims 2-10. 

As such, the instant claims are anticipated by Barone et al. 

Response to Applicants' aruumciit: 

Applicants' arguments and declaration under 37 CFR 1.132 were fully considered but are 

unpersuasive. 

Applicants argued that Barones does not explicitly or implicitly teach a method of 
reducing hypertension using a PDE inhibitor. On the contrary to Applicant's assertion, Barone et 
al. explicitly teach a method of treating hypertension comprising administering a PDE inhibitor 
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such as rolipram. The reference teaches a generic method of reducing cardiovascular pathology 
in a mammal comprising administering an effective amount of a PDE inhibitor and further 
identifies the mammal suffering from hypertension as a target patient population in need of 
administering PDE inhibitor. See the following claims of WO 2004/105751, which were cited 
for anticipatory teaching (claims 1,5, 7-8) : 

I , A m^uad of ndmfiing cardlovHsuiSar i^aS&nAa^ in. s summal, cofflpdsiag aniffiimsteriag 
an aiQC^ effecthie fiir rediieing said saFdlsvaseui^ pstbekigy a f^to^pHssdiestiis^ 4 

5. Ths method of cJdm I vrfeerem tite Tsammfll sitSCte^og £x}f» l^fiettHxsioii. 
€. The md&adi^ skim I»?iKremlie:Easmmligsa£redng&ffiita^^ 
7. Utt fassfacd of iOBim 1 , wissHssa fee FI3E4 HiMMtar ta H>E4 spsdSo inhibitof , 
Ihfl me&iod sf dam 7« iviterem. ^ jpeci^ IsMbifor is 

Furthermore, Barone et al. teaches the administration of the same PDE inhibitor 
(rolipram) for the same patient population (i.e. mammal suffering from hypertension) as the 
instant invention, thus reducing hypertension necessarily occurs when the method of the 
reference is practiced. 

In response to the argument that Barone et al. do not enable one of ordinary skill in the 
art carry out the claimed invention, a disclosure is enabled if a person of ordinary skill could 
make and use it without undue experimentation. Undue experimentation is determined in light of 
the factors enumerated in MPEP 2164.01. Applicants have not analyzed these factors, but instead 
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have made a blanket conclusory statement that the prior art is not enabled. This argument 
therefore amounts to a mere allegation of patentability, which cannot be persuasive. As stated in 
the last office action, Barone et al. teaches the use of the same PDE inhibitor (rolipram) for the 
same method (i.e., treating hypertension by administering an effective amount of a PDE 
inhibitor) as the instant invention. If the instant invention is enabled, so did the reference. In 
addition, a reference is not limited to its working examples, but must be evaluated for what it 
teaches those of ordinary skill in the art. In re Boe, 355 F.2d 961, 148 U.S.P.Q. 507 (C.C.P.A. 
1966). In re Chapman, 357 F.2d 418, 148 U.S.P.Q. 711 (C.C.P.A. 1966). In this case, Barones et 
al. as a whole provide sufficient disclosure for enablement needed to anticipate the present 
claims to those of ordinary skill in the art. Finally, when the reference relied on expressly 
anticipates or makes obvious all of the elements of the claimed invention, the reference is 
presumed to be operable. Once such a reference is found, the burden is on applicant to provide 
facts rebutting the presumption of operability. In re Sasse, 629 F.2d 675, 207 USPQ 107 (CCPA 
1980). However, Applicant did not provide a preponderance of the evidence in order to rebut the 
presumption of operability. Furthermore, the declaration stating that a drug that is purportedly 
effective in treating hypertrophy does not necessarily reduce hypertension is irrelevant since 
Barones explicitly teaches a method of treating hypertension comprising administering a PDE 
inhibitor such as rolipram with sufficient disclosure for enablement. 

Conclusion 

No claims are allowed. 
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THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1 .136(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the date of this 
final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to BONG-SOOK BAEK whose telephone number is 571-270-5863. 
The examiner can normally be reached 9:00-6:00 Monday-Thursday. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Ardin Marschel can be reached on 571-272-0718. The fax phone number for the 
organization where this application or proceeding is assigned is (571) 273-8300. 
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Information regarding the status of an application may be obtained from the Patent 

Application Information Retrieval (PAIR) system. Status information for published applications 

may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 

applications is available through Private PAIR only. For more information about the PAIR 

system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 

system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 

like assistance from a USPTO Customer Service Representative or access to the automated 

information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Brian-Yong S Kwon/ BONG-SOOK BAEK 

Primary Examiner, Art Unit 1614 Examiner, Art Unit 1614 

Bbs 



